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InQu® Paste Mix

Resorbable bone void filler

Filler, bone void, calcium salt compound
21 CFR 888.3045

MQv

InQu® ISTO Technologies, Inc., K063359
InQu® ISTO Technologies, Inc., KO71428

InQu® is a resorbable bone void filler intended to fill bony gaps or
voids that are not intrinsic to the stability of the bony structure. InQu®
is intended for use as a bone graft substitute in the skeletal system
{extremities and pelvis). InQu® is indicated for use as a bone graft
extender in the spine when combined with bone autograft. These
defects may be surgically created osseous defects, or osseous
defects created from traumatic injury to the bone. The product
provides a bone void filler that resorbs and is replaced with bone
during the healing process.

inQu® Paste Mix is intended for single patient use only. The device is
a sterile, granular, synthetic bone void filler composed of paly (D.L-
lactide-co-glycolide) and hyaluronic acid. InQu is combined with a
fluid (e.g. saline or blood) to form a paste, which is easily placed into
bony voids. It rescrbs and is replaced with bone during the healing
process.

ISTO performed a study comparing the dissolution rate and
characteristics of the smaller granule size in the Paste Mix to the
granules in the predicate devices. The results show the two forms do
not have significant differences. '

The new device is substantially equivalent to the predicate devices in
terms of intended use, material composition and technological
characteristics, as shown in the above testing.
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[vade/Device Name: InQu* Paste Mix
Regulation Number: 21 CFR 888.3045
Regulation Name: Resorbable caleium salt bone void hiller device
Regulatory Class: 1
Product Code: MOV
Dated: August 16, 2011
Recerved: Auvusi 17, 2011

Dear Ms. White:

We have reviewed yvour Section 310(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) (o legally marketed predicate devices marketed in interstate
commerce prior o Mav 28, 19706, the enactment date of the Medical Device Amendments, or 1o
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval ot a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions ol the Act include requirements for annual registration, Listing of’
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

[f vour device 1s classified (see above) into either class Il (Special Controls) or class HI (PMA), it
may be subject to additional controls. Existing major regulations alfecting your device can be
found in the Code ot Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register,

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complics with other requirements of the Act
or any Federal statules and regulations administered by other Federal agencies. You must
comply with all the Acts requirenients, including, but not limited to: registration and listing {2}
CEFR Part 807); labeling (21 CFR Part §01); medical device reporting (reporting of medical
device-refated adverse events) (21 CIR 803); good manufacturing practice requirements as set
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forth in the quality systems {QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 331-342 of the Acty; 21 CFR 1000-1030.

[ vou desire specific advice for vour device on our labeling regulation (21 CEFR Part 801), please
go 1o http/vww fda.cov/AboutE DA/ CentersOtfices/CORH/CDREO fHices/ucm 1 13809 hun for
the Center for Devices and Radiological Healily's (CDRH's) Office of Compliance. Also, please
note the regulation entded, “Misbranding by reference to premarket notilication” (21CFR Par
~807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go o

htt:/Avwwaw fdacov/Medical Devices/Satetv/ReportaProblem/defauli. hun for the CORIM s OfTice
ol Surveitlance and Biometrics/Division of Postmarkel Survéiltance.

You may obtain other general information on your responsibilitics under the Act trom the
Division of Small Manufacturers, International and Consumer Assistance at its toll-tree number
(8003 638-2041 or (3013 796-7100 or at its [nternet address

hitpe//vvwvwy fda.gov/Medical Devices/Resourcestor You/[ndustrv/detaulthim.

Sincerely yours,

élu/{\ &/(} %uﬂe%\

DC"'/ Mark N. Melkerson
Dircclor
Division of Surgical, Orthopedic
and Restorative Devices
Oflhice of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Submitter: inQu® Paste Mix

ISTO Technologies, Inc. Traditional 510(k}
510(k) Number (if known): KW43%
Device Name: InQu® Paste Mix

Indications for Use:

inQu® is a resorbable bone void filler intended to fill bony gaps or voids that are
not intrinsic to the stability of the bony structure. InQu® is intended for use as a
bone graft substitute in the skeletal system (extremities and pelvis). InQu® is
indicated for use as a bone graft extender in the spine when combined with bone
autograft. These defects may be surgically created osseous defects, or osseous
defects created from traumatic injury to the bone. The product provides a bone
void filler that resorbs and is replaced with bone during the healing process.

Prescription Use  x Over-The-Counter Use

(Part 21 CFR 801 Subpart D)~ AND'OR 5 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisfon Sign-O
Division of Surgical, Ort opedic,
and Restorative Devices

KB 3D

510(k) Number
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